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Re: Use of Ukrafiltration in Food Manufacturing 

Dear Dr. Brackett: 

We are writing on-behalf of our client Datsy Brand of Garland, Texas. 
Daisy Brand currently markets no-.and low-fat sour cream products manufactured using 
ultrafiltration technology. According to CFSAN’s Office of Nutritional ,Pruducts, Labeling 
and Dietary Supplements (ONPLDS), Daisy Brand may use ultra~l~rati~n, but must 
disclose its use in ingredient labeling. Qaisy Brand is cancerned that, if its sour cream 
products are labeled in accordance with-ONPLDS’s position, consumers could be 
misled as to the ingredients Daisy Brand uses in its sour cream products. This issue is 
therefore of great importance to Daisy f&and. 

It is also of great importance to the entire food industry. efltrafiltration has 
been used in food manufF?turing for neafiytwenty,years. Five years ago, thft National 
Cheese Institute, the National Food PruGessors Association (NFPA), and the Grocery 
Manufacturers of America (GMA) jointly filed a citizen petition requesting ,that the 
Commissioner of Food and Drugs amend the cheese standards of identity to recognize 
explicitly that ultrafiltration can be used in the manufacture of at1 standardized cheeses, 
including those that for hiatoricat reasons lack alternate make-procedure provisions. 
The amendments sought by the petition would aiso make clear that uttrafiltration need 
not be declared in ingredient labeling. Despite promises to act,on the petition and a 
recent Federal Resister o&ice @edging to modernize fofood standards(70 Fed. Reg. 
29,214 (May 20,2005}), F,DA hasyet initiated no regulatory process to ensure that food 
standards appropriately recognize use of ultrafiltration Nor has FDA taken action to 
address generally the proper fabeling of:focids in which uttrafiltration is .used. 
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Instead, food manufacturers are currently subject to a product-by-product 
approach. ONPLDS has issued letters &ating that manufacturers of standardized 
Cheddar and mozzarella cheeses m;ay use.ultrafiltration and need not disclose its use in 
ingredient labeling. At the same time, ONPLOS has said that manufacturers of Swiss 
cheese products and Daisy Brand may use ultrafiltration abut rnyst declare it in ingredient 
labeling, Wells Dairy has a temporary marketing permit awthortring it f6 use 
ultrafiltration in the mantifacture of its cottage cheese products, but those products must 
disclose the use of uatrafiltratic?? in ingr@$ient labeling. According to the 
NCI/NFPA/GMA petition, it is unclear wh&her manufacturers of cheeses governed by 
standards of identity lacking alternatemak@ procedure provisians may Javvfuiiy use 
ultrafiltration in manufacturing, and FDA has “issued no comprehensive guidance on 
whether or how use of this process must be declared in labeling. The regulatory 
environment is thus incohixent, to the substantial detriment of food manufacturers 
considering whether to use this technology, and of consumers, who mu&navigate this 
tangled web of regulatory requirements to comprehend food composition and labeling. 

We believe the current product-by-product approach should be jettisoned 
in favor of a comprehensive approach. Specifically, CFSAN should address ingredients 
m&de through the use of ultrafiltration, the use of ultra#i#ratiofl during the manufacturing 
process, and the proper labeling :of foods in which ultra~itration is used in a single 
proceeding. The obvious vehicle would be FDA’s response fo the periding 
NCllNFPAlGMA citizen petition, which squarely presents both questions in the context 
of standardized cheeses. Daisy Brand believes that, in responding to this petition, FDA 
should address ultrafiltration not only in that context but also for otber.foods, including 
sour cream. Whether the citizen petition or some otbr vehicle. is selected, Daisy Brand 
believes that the agency should use noAice-and-comment rulemaking so that it and all 
other interested parties would hqve a meaningful opportunity to participate in the 
development of the comprehensive regutatory regime fotwltrM#ration in food 
manufacturing. 

There are signal advantages to ?ur prpposed approach. First, it would 
advance FDA’s objective of ensuring that food standards effectively prevent consumer 
confusion by providing an open, public process for considering- issues relating to 
ultrafiltration, Second, it would f+$itate consumer access to a greater varietyof food 
products. Third, it would ensure that, food manufacturers Wceive consistent information 
on the regulatory requirements r&ating to ultrafiltratitin, thereby faeilit&ing compliance. 
Fourth, it would enable CFSAN to use ils finite resources more eff$iently than if the 
Center were to either continue the product-by-product approach or initiate a separate 
rulemaking to address the use and labeling of ultrafiltration in other categories. of foods. 
Fifth, it would provide a public fwum for manufacturers to raise with FDA important 
issues relating to ultrafiltration, including the implications of requiring.food 
manufacturers to disclose trade secret manufacturing -processes in ingredient labeiing. 
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Daisy Brand recognizes that ONPLDS believes teat uttrafiitration must be 
disclosed in ingredient label,ing df some products. We appreciate very much the time 
and attention ONPLQS has devoted to assisting Daisy Brand in resolving issues relating 
to uttrafiitration, and we are not seeking:a definitive CFSAN or FDA.r~~~ng at this stage 
that ONPLDS’s position i$ incorrect. Rather, Paisv Brand sim@v reauests that the use 
and oroper labeling of food in which ultra#“ltration is ‘used-be addressed 
comprehensivelv for a8 fo’ods throu~h~notice~a~~cornrn~~t rufernakin~ in which Daisv 
Brand and all other interei;ted members of the tiublic-wouW’hav@ an otJportunitv to 
particioate. 

We are enclpsing documents to assist in your consideration of this issue: 
(1) copies of previous ONPLDS .correspondence with Daisy @[and and. other companies 
regarding the permissibiliti and proper fabeiing of foods in which, u~tra~tra~~n is used; 
and (2) a copy of the pending NCIINFPAGMA citizen. petition and selected related 
correspondence. 

We thank you very much for your attention to this.matter.and look forward 
to hearing from you after you have had 4he opportunity to review these materials. If you 
need any additional information, please”contact me. We are not at this point requesting 
a meeting with CFSAN, but would, of course, be happy to meet Lvith you or anyone you 
designate if such a meeting would be helpfur. 

Respectfully yours, 

‘--J3l%dA L 

Diane C. McEnroe 

Enclosures 

cc: Lester M. Craeord, D.V.M., Ph.D. (HF-1) 
Scott Gottlieb, M.D. (I-IF-21) 
Murray M. Lumpkin, M;D. (HFS) 
Janet Woodcock, M,D. (HF-2) 
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B. Three to five focused questions on 
the topic to be addressed; 

C. Plans for rapid translation of the 
evidence reports and technology 
assessments into clinical guidelines, 
performance measures, educational 
programs, or other strategies for 
strengthening the quality of health cari 
services, or plans to inform 
development of reimbursement or 
coverage policies; 

D. Plans for use and/or dissemination 
of these derivative products, e.g., to 
membership if appropriate; and, 

E. Process by which the nominating: 
organization will measure the use of 
these products and impact of such use. 
6. Topic Selection 

Factors that will be considered in the 
selection of topics for AHRQ evidence. 
report and technology assessment topics 
include: 

A. Burden of disease including 
severity, incidence and/or pvaience or 
relevance of organizational/financial 
topic to the general popuiation and/or 
AHRQ’s priority populations; 

B. Controvery or uncertainty about the 
topic and availability of scientific data 
to support the systematic review and 
analysis of the topic; 

C. Total costs associated with a 
condition, procedure, treatment, 
technoIogy, or organization/financial 
topic taking into account the number of 
people needing such care, the unit cost 
of care, and related or indirect costs; 

D. Potential for achieving clinically 
significant variations in the preventiox+ 
diagnosis, treatment, or management of 
a disease or condition; or in changing 
the use of a procedure or technology; 
informing and improving patient and/or 
provider decisionmaking; improving : 
health outcomes; and/or reducing costs; 

E. Relevance to the needs of the 
Medicare, Medicaid and other Federal 
health care programs; and, 

F. Nominating organization’s plan to 
disseminate derivative products, 
measure use and impact of these 
products on outcomes, or otherwise 
incorporate the report into its 
managerial or policy decisionmaking. 
7. Submission of Nominations 

Topics nominations should be 
submitted to Kenneth Fink, MD, MGA, 
MPH, Director. Evidence-based Practice 
Centers @PC) Program, Center for 
Outcomes and Evidence, AHRQ, 540 
Gaither Road, Roclcville, m 20850, 
Electronic submissions to epc@ahrq.gov 
are preferred. 

Dated: No~ernber 30,2004. 
Cirolyn M. Cla&y. 
Dirxxtor. 
[l?R DOG. 04-27058 Filadx+-s-04; 8:45 km] 
BILLlNGCODE41W-9O-M 

Food and Drug Administration 

[Do&et No. 2004P-O519] 

Cottage Che&e Oeuiating Frqm 
Identity Standard; Temporary Permit 
for Market Testing 

AGENCY: Food and Drug Administration, 
HI-lS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is ann&ncing 
that a temporary permit has been issued 
to Wells’ Dairy, Inc., to market test 
cottage cheese that deviates from the 
U.S. standard’ of identitg for cottage 
cheese. The purpose of the temporary 
permit is to allow the applicant to 
measure consumer acceptance of the 
product, identify mass production 
problems, and assess commercial 
feasibility. 
DATES: This permit is effective for E5 
months, be@m+g on the date the 
permit holder’intxoduces or causes the 
introduction ofthe test product into 
interstate commerce, but not later than 
March 9,2OO$. 
FOR FVRMEA tNFORMATKW CONTACT: Ritu 
Nalubola, CenteS fur Food Safety, and 
Applied Nutrition (HFS-820), Food and 
Drug Administration, 5100 Paint Branch 
Pkwy., College Park, Ml3 20740,301" 
436-2371. 
SUPPl.EMENTAW ~NFORM&YlON: In 
accordance ~4th 2~ CFR 130.17 
concerning teinrporary permits to 
facilitate market testing of foods 
deviating f&m t&e requirements ,of the 
standilrds of identity issued under 
section 401 of the Federal Food, Drug, 
r&Cosmetic Act (21 U.S.C. 34’11, FDA 
is giving notice that a temporary permit 
has been issued to Wells’ Dairy, Inc.,~ 
Blue Bunny Dr., P.O. Box 1310, Le Mars, 
LA 51031. 

The permit qovers limited interstate 
marketing tests of these products: 
1. Blue Bunny Brand 

* “Cottage,cheese, 4% milkfat, 
homestyle, large curd” 24 ounces (02); 

* “CottaRe cheese, 4% m&fat. 
original, &ail curd” 32 az; 

* “Cottaae cheese, 4% milkfat. 
original, &all curd” 24 oz; . 

* “Cottage cheese, 4% milkfat, 
original, smalli curd” xz oz; 

0 “Gottage &me, 2% milkfat, 
reducedfat"24oz; 

* “Cottage cheese, 2% milk&, 
reduced f& 12 oz. 

* Yktk3g8 chee& 1% milkfat, 
lowfat” zi 02; 

* “Cottage cheese, 1% milkfat, 
lowfat” 12 oi;; and 

* “Cottage cheese, Health Smart, fat 
free"24az. 
2. Great Value Brand 

‘* “Cottage cheese, 4% milkfat, large 
curd" 24 02;~ 

l “Cottage cheese, 4% milkfat, large 
gird” 16 02; 

* “Cottage cheese, 4%. milkfat, small 
curd” 24 oz; 

i “Cottage cheese, 4% milkfat, small 
curd” $6 OZ; 

* “G&age cheese, 1% milkfat, lowfat, 
small curd”S4 oz; 

l “CotGge cheese, 1% miIkfat, lowfat, 
smaI1 curd” 16 oz; and 

- “Cottage cheese, fat free, small 
curd” 24 oz. 
3. SZlurFresh Brand 

* “Cottage cheese, 4% milkfat, small 
curd” 24 dz. 

These cottage cheese pmducts may 
deviate from the U.S. standard of 
identity for cottage cheese (~1 CFR 
133.1283 in that the products are 
forniulated using fluid ultrafiltered (UF) 
skim milk, Fluid UF skim milk is 
ubtained by subjecting skim milk to a 
physical separation pracess called 
ultiafillration using a membrane with a 
ppre size of ?Q,OCKl Daltons molecular 
wdight cutoff, tisulting in the partial 
losi of lactose, minerals, water-solubie 
v&unins,‘atid water present in skim 
milk. The ca$ein-to-whey protein ratio 
of skim milk is not altered during the 
uljmfilt.rat~b;o process. The moisture 
content of fluid UF skim milk so 
obtained is about 80 percent. Fluid UF 
skim milk is added to skim milk at a 
level needed to increase the total solids 
ofthe dh&s+ milk by 5 to 25 percent. 
The physica& cbeinieal, and sensory 
properties characteristic of cottage 
cheese are rr’ot altered in the test 
p?oduct Th+ fluid UF skim milk will be 
de&red in the ingredient statement of 
t$e f”urisbad.cottage cheese as 
“ultraf&&ed skim milk.” The test 
product meats all the reauirements of 
ihe standard with the e&ption of the 
u&e of fl&d UF skim milk. The mumose 
of the tempqrary permit is to aliow-the 
apphcant to measure consumer 
acfe-prance of the product, identify mass 
production problems, and assess 
commercialfeasibility. 

This permit provides for the 
tempo&y marketing of a tutal of 1~ 
million pounds (6.8 million kilograms) 
of the test product. The test products 
‘till be marmfactured by Wells’, Dairy, 
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Inc., at 12th and Lincoln Sts. SW., Le 
Mars. IA 51031. The test products will 
be distributed by Wells’ dairy, Inc., 
throughout the States of Iowa, 
Minnesota, Wisconsin, Missouri, 
Nebraska, Oklahoma, Kansas, South 
Dakota, North Dakota, Arkansas, and 
Colorado. Each of the ingredients used 
in the food must be declared on the 
labels as required by the applicable 
sections of part lOl(21 CFR part 101). 
The information panel of the labels will 
bear nutrition labeling in accordance 
with $j 101.9. This permit is effective far 
15 months, beginning on the date the 
permit holder introduces or causes the 
introduction of the product into 
interstate commerce, but not later than 
March 9,2005. 

Dated: November 29.2004. 
Barbara Schneeman, 
Director, Office of Nutritional Products, 
Labelingand Dietary Supplements, Center for 
FoodSufetyand Applied Nutrition. 
[FR Dot. 04-26996 Filed 12-8-04; 8:45 am] 
0lUlNG CODE 4lwM’I-S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

Circulatory System Deviqes Panel of 
the Medlcai Devices Advisory 
Committee; Notice of Meeting 
AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

This notice announces a forthcoming 
meeting of a public advisory cornmitt& 
of the Food and Drug Administration 
(FDA). The meeting will be open to tha 
public. 

Name of Commitfee: Circulatory 
Svstem Devices Panel of the Medical 
&vices Advisory Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on January 13,2005, from 9 a.m. 
to 5 p.m. 

Location; Hilton Washinnton DC 
North, The Ballrooms, 620%erry Pkwy., 
Gsithersbxwg, MD. 

Cuntuct Person: Geretta Wood. Center 
for Devices and Radiological He&h 
(HFz450], Food and Drug 
Administration, 9200 Corporate Blvd., 
RockviIla, MD 20850,301-443-8320, 
ext. 143, or FDA Advisory Committee 
Information Line. l-800-741-8138 
(301-443-057~ & the Washington, DC 
area), code 3014512625. Please call tha 
Information Line for up-to-date 
information on this meeting. 

Agenda: Tha committee will hear a 
presentation op the FDA Critical Path 
Enitiative. The committee will also 
discuss, make recommendations;and 
vote on a premarket approval 
application for a thoracic 
endoprosthesl intended for 
endovascular repair of the descending 
thoracic aorta; 

Background information fur the 
topics, including the agenda and 
questions for the committee, witl be 
available to the public 1 business day 
before the me&ng on the Internet at 
http://www.fda.gov/cdrh/ 
pantilmtg.html. 

Procedure: interested persons may 
presebtdata, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
persanby January 5,2005. Oral 
presentations corn the public will be 
schtidduled for approximately 30 minutes 
at the beginning of committee 
deliberations aild foe approximately 30 
minutes near the end of tie 
deliberations. Time allotted-for each 
presentation may be limited. Those 
desiring to m&e formal oral 
presentations should nbtify the coatact 
person before’January 5,2005, and 
sub&t a briefstixtement of the general 
nature of the evidence or arguments 
they wish to ppesent, the names and 
addresses of proposed participants, and 
an indication of the approximate”time 
requested to make their presentation. 

Person+ attending FDA’s advisory 
cmnmittee meetings ae advised that the 
agency is not responsible for providing 
access to electrical outlets. 

FDA walcomes the attendance of tlie 
public at its a&isory committee 
meetings and Nil1 make every effort to 
accommodate persons with. physical 
disabilities or special needs. If you 
require special accommodations due to 
a disability, please co&tact AnnMarie 
Williams, at 301-594-1283, ext. 113, at 
least 7 days ,in advance of the meeting. 

Notice of this meeting is given under 
the Federal Advisory Committee &cf(S 
USC. app. 2). 

Date& December 1,2004. 
Shei\a.aDlearybuty Waiqo% 
Associate Commissioner foxExternal 
Reiations. 
[F& Dot. O4--269.84 Filed 12-8-04; 8:&i am] 
BlLLlNGCODE4lSOd?l-S 

DEPnRTWNf.OF HEALTH AfW 
HUMAN $ERVlCES 

Food and Dlug Admtnistrattan 

Joint Meeting of the Nonprescription 
Drugs Adtiisory Commktee and the 
Endw2~nol~tc and Metabolic Druge 
Advisory Committee; Notice of Nleeting 

~AQE;%NCT: Food and Dmg Administration, 
r-MS. 
ACTION: Notice, 

This notice announces a forthcoming 
meeting of.a public advisory committee 
of the Fqod and Drug Administration 
(fTl%l~ The tieeting will be open to the 

Name of Committq5x 
Nonprescription Drugs Advisory 
Committea (NDAC) and the 
Endocrinologic and Metabolic Drugs 
Advisory Co&mittee (EMDAC). - 

General FrjncUon of the Committees: 
To~.@ovide advice anh 
recommendz+tions to the agency on 
FDA’s regulators issues. 

Dute a& Tin&: The meeting will be 
held on January 13,2005, from 8 a.m. 
to 5 p.m., and January 14.2005, from 8 
am. to 3 pm. 

LOcatiOn: Holiday inn, Versailles 
Ballrooms, 8129 Wisconsin Ave., 
Bethesda, MD 20814. 

Contaef Person: Cathy A. Groupe, or 
Hilda F. Scbaren, Cent& for Drni 
Evaluation and R&search Mlza21), 
Food a& D&g Admi&t&ion, S&O0 
Fishers Lane (for express delivery, 5630 
Fishers Lane, Rm. 10931, Rockville, MD 
2085?,301-827-7001, e-mail 
Gro;la0C@c~er,fdb.evor 
6c~~~~~~~r~fda~ov, or FDA 
Advisory Corn&tee Infbrmatlon Line, 
l-800-741-8138 ‘(301443-0572 in the 
Washington, DC area), codes 
3O145125&~and 3014512536. Please 
~$1 the’fnforrnation Line for up-to-date 
-infoimation on this meeting. 

Agenda: On both days,‘the 
committees will consider the safety and 
efficacy of naw drng application (NDA) 
2 1-213, proposing over%he-counter 
(OTC) use of &iEVAGO& Qovastatin), 20 
milllgrmns a day, Merck & Go., Inc., to 
he+ lower LDL “bad” cholesterol, 
which may pcevent il first heart attack. 
Ttia background material will become 
available nolatar than the day before 
the meeting; &Id vaill be posted under 
tbe NDAG or the EMDAC Docket site at 
htfD://~.Fda~~5v/Dhrms/dockBtci 
ac&e&.ht& (c&k on the year 2005 and 
scroll down to NDAC or WAC). 

Procedure: Interested persons may 
present data; information, or views, 
orally or in writing, on issues pending 
before the committee, Written 



James E. Harsdorf 
Secretary 
Department of Agtia&ure~ Trade and Cunsu~a Prc@x&)n 
28 11 Agrbltwe Drive 
Post Office Box 8911 
Madison, Wisconsiq 5370843911 

Dear ,Mr. Harsdoti 

Food and Drug Administrstiion 
Washington Xk 20204 

SEC’S OFFICE 
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Ihod afld Drug Adrhirwtrador~ 
Ruckvilfe MD 21X57 

March 13, 2003 _ .I’., : 

Mr.-E. Linwood Tipton 
President and Chief Operating Officer . 

’ International Dairy Foods Association 
1250 H Street NW 
Suite 900 
Washington, D.C. ZOOOS 

Dear Mr. Tipton: 

Thank you for your kind words about ny.participation in the Dairy Forum 2003. 1 enjoyed the 
opportunity to address the group-acid amp-leased that your members were impressed with my 
presentation. Your letter also asks the Food and Drug Administration (FDA) to expedite making 
a decision on the National Cheese Institute’s petition to penni% the use of fluid filtered milk in 
standardized cheeses and related,cheese<products. 

In June 2000,. the Nation!1 Cheese Instit#e, the Grocery Manufacturers of America, Inc., and the 
National Food Processors Association+mitted a joint~petition request&g jhat FDA provide for 
the use of fluid filtered Milk in standard$zed cheese. In additioq;he American Dairy Products 
Institute submitted a p&ion in D&ember 1999 requesting that FDA pruvide for the use of fluid 
UF milk in sttidardized &eese. Taking action on these>pitions was hot i&&ded in CFSAN’s 
Program Priorities for e&et FY 2OOO or FY 2001 given ,&her food. safety priorities. Taking 
action on these petitions,, however, was fisted in CFSAN”s FY 2002 prisr@ s  and, accordingly, 
CFSAN has been developing a proposed r@e related to these petitiqns. _ 

W ith respect to the request for a temporary marketing pem&related to &this issue, in August 
2002, FDA received a request from a dairy processor for a temporary marketing permit to use 
UF milk in cottage cheese. However, the initial application did not provide all the necessary 
information, as required by 2 I CFR 130.17. Th.e comptiy provided the missitig pieces of 
information in January 2003 and the request is currently being reviewed by ttie agency. 

Thank you foi your interest in this issue. , If I can be of further assistance, please let ma know. 

Sincerely, 

., Ph.D. 



dated February 26,%03; - , 
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DEPARTMENT OI? BEAjiTH AND. HUMAN SERV;tCES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

APR 6 2005 

Clay Hough 
General Counsel qnd Senior Vice President 
Regulatory Affairs 
International Dairy Foods Association 
1250 H Street, N.W. 
Suite 900 
Washington, D.C. 20005 

Dear Mr. Hough: 

This is in response to your letter dated October IS, 2004, to the Food and Drug Administration (FDA) 
regarding the use of ultrafiit&ed (UF) milk in Swiss cheese. Your letter w&s in further reference to 
FDA’s letter dated February 23,2004, to North American M$c Products, in which FDA requested 
additional information to deqonstrate-that th+$ basic nature and essential characteristics of Swiss 
cheese are not altered by the use ofUF milk as an ingredient. In your current submission, you 
provided analytical data, including those taken from published literature, that show that Swiss cheese 
made using fluid UF milk has the same chemical, nutiitional,,and sensory charaete&tics as Swiss 
cheese made in accordance <ith the current standard of identity in Title.21 of the Code of Federal 
Regulations (21 CFR) section 133.195. In Ii&&t of these data, yOt~ asked that th& agency consider 
granting regulatory discretion for the use of Buid UF milk in Swiss cheese. 

. 

We thank you for providing the data tind factual infotiation we requested to demonstrate that the 
basic nature and essential chqracteristics of S.wifs&eese are main&&d in the use of fluid UF milk in 
the making of Swiss cheese. FDA has reviewed the information you submined and agrees that fluid 
UF milk may be used in Swiss cheese without adversely affectink the essential chemical 
characteristics, nutritional prdperties, or sensory atttibutes of Swisg cheese. Therefore, based on our 
review of the information probided, we do nbt object to the use of fluid UF milk-as an ingredient in the 
manufacture of Swiss cheese at this time. 

The following provides details about&e ingredient, fluid UF milk, its processing, and its use in Swiss 
cheese. While you refer to the ingredient as “filtered” milk, the.data submitted pieviously by 
Mr. Robert Fassbender (letter dated November 26,2003, to Felicia Sat&&) .arrd$&-. Dean $ommem 
(letter dated December 3,2003, to Felicia Satchell) as well as the data.included in your current 
submission (Jphnson 2004 and published litemture) specifically ref& tu the ingredient as ‘+IJF” milk 
and/or clearly describe the process of ultrafiltration in the making,of Swi&s atid. other cheeses. 
Therefore, the agency’s review in response to your current submissiqn ,is limited-to the use of fluid UF 
milk only and does not include other types df :fiItered milks. For example, we did n& review your 

submission for the use of milk processed by niicrofiltration as an ingredient i”n the making of Swiss 
cheese. Providing for the use of fluid UF niilk, but not other types of filtered milks, in the 
manufacture of Swiss cheese is also consistent with the agency’s previous decision to grant reguiatory 
discretion for the use of fluid UF mitk.in Cheddar and mozza&ila cheeses. 
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With respect to the process that will be employed to obtain the ingredient quid UP milk, ultrafiltration, 
which retains macromolecules and particileslarger than about O.O~l-NI2 micrometers (Reference: 
Cheryan M. 1998. Ultrafiltration +tnd~ Microfiltration H&dbpok,“second edition. CRC Press LLC, Boca 
Raton, Florida), results in the partial loss of.lactose, minerals, water-soh.tbIe vitamins, and water 
present in milk while the casein to whey protein ratio of milk is unaffected. In addition, as you noted, 
tluid UF milk typically is used in amounts of 5 to 7 percent of the volume of liquid milk in the cheese 
vat. 

With respect to labeling, fluid UP milk that is used as an ingredient in Swiss cheese should be declared 
as “ultrafiltered milk” (or ‘“ultrafiltered skim:milk,” as apptipriate) in the ingredient statement of the 
finished food, Swiss cheese. Although we did not make this tabefing declaration a conditiomas part of 
our enforcement discretion in the case of Cheddar and mozzarella cheeses, the agency’s thinking and 
policy with respect to the declaration of fluid UP milk have’evolved’ince that time, Milk that has 
undergone ultrafiltration is distinctly different from the starting ingre&nt milk. UhrafiItration is a 
mechanical filtration processthat typicaily results in the loss of some ofthe water, lactose, minerals, 
and water-soluble vitamins that are present in milk. The resuJting ultrafiltered milk, therefore, is 
distinctly different from the &r&g ingredient milk and, therefore, cannot be eaUed simply “milk.” 
Rather, in accordance with,2! CFR 102.5, it,must be described by a term that adequately and 
accurately describes its basic nature or characterizing properties. WhiJe an apprepriate term to 
describe such ultrafiltered milk could be a name that identifies all the substanees:in milk that have 
been either reduced or removed @ ‘or exampI& “1 a&se, minerals, and vitamins reduced concentrated 
milk”), we believe that such a; name would be cumbersome for the. purpqses of ingredient labeling. 
However, an alternative adequate and accurate descriptor is “ultrafihered milk.” A recently issued 
temporary marketing permit for the use of fluid UF skim milk in cettage.cheose notes the agency’s 
determination that this ingredient is appropriately declared on the ~nish~.food.iabel as “ultrafiltered 
skim milk” (See 69 FR 714 18, December 9,2004). 

Finally, as you may be aware, the publication of a proposal to amend 21 CFR 133.3 to provide for the 
use of fluid UP milk in standardized cheeses and related cheese products “is an A&st activity in 
CFSAN’s FY2005 Program Priorities. Accor&ngiy, we intend to publish a propo’sal on this issue 
during this fiscal year. We encourage you and the manufacturers you represent toprovide comments 
on this proposal when it is published. During this rulemaking process and penchng issuance of a final 
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rule permitting fluid UF milk as an ingredient in standardized cheeses and related cheese products, 
based on the infckmation you have provided, the use of fl uid UF milk $s dqw=&ed above in the 
manufacture of Swiss cheese is not an enforceme& priority for FDA at this time. 

Should you have additional questions, do nat‘hesitate to contact us. 

Siiqxely yours, 

Feficia B.‘Satchell 
Director 
Food LabeBng 

and Standards Staff 
Office of Nutritional Products, Labeling 

and Dietary Su~pl&ents 
Center for Food Safety 

and Applied Nuirition 
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Diane C. Mc&roe 
Sidley Austin Brown & Wood  UP 
787 Seveutb Avenue 
New York, New York 100X9 

Dear Ms. McEnroe: 

You subsequent ly requested, iq 8  conversation with Ms. Geraldine &me of theht EL$$, t3h;nt ttie 
Food and Drug Administration I (FD+) rcco&+r its positiolr witfi rttqxc-t b  yaw c&x&, &es& to 
USC ultrafiltered skin m ilk in its pro&x@ without thelabel de&ration required by FDA regulation. 
You also requested that we eonduet a  @ $ I r+z$e~ of our deter~&n$io~ qardiiag tlze appropriate 
labeling of ultrafilt&ai skim m ilk usad in Da&y Brand sour c~p~~~. You &d’prot, in that 
eonversatioa or subsequently,  provide us’with any new or additional ~fa~~~~ in supportof your 
contention that our decision regarding the label &&w&on of u@dil+i-ed skim m ilk &at Is used in 
the mydacturing of Daisy B&d Light md  No Fat Sour 0-w pro&e@ is tieorre~t, ‘l%.&&ore, as  
cxplamed more 6111~ in this letter> al tho@~ we did reeonsidcr the rr@ ter, we do not $ec any reason 
to change our position. Furthcrrnote, we provided a  copy of this let@  tcr F~A’E C3ffke of Ge.neral 
Counstl  prior to its issuance 

- 



JUL-29-2065 15:04 FIN 
Page 2 - Ms. Diane C. MoEgoc 

335 436 2636 P.03 



Jii-24-26635 is: 65 FixI sQ1436-2636 P.t34 I Page 3 - MS, Diant C. MC-~ 

WC mxsider this matter rosa bed. 

capy to: 
Office of #mral Counsel 
Food and xlrug Admkistrat%m 
Food md Drug Division 





Ms. Jemie C. I$dler 
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Rockville, MD 20852 
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-4 
w. , 

, 

Encloqxl for filing please find the original argl thpe coj$es of 8 Citizen 
Petition submitted on behalf of t&e Nation& Cheese Jnqtitute, Gkcer$ &kmfii~rs of 
America, ‘Inc., and National Food Proc&su~s Association. 
and return it to me. itia tbt atitkg messqxger. 

Kindip date-@amp-$& four& copy 

The enclosed petition supersedes the petition~fiied by these organizatj,, on 4 
Febrqry 10,2000, and qsiq~ed the abow dyki$ ixunber. 
withey pursuant F 21 C.F.R. $ 10.3of’g). 

That p&Gold is &en&y 
I 

Tha.@ yqu for your attefitiok to this matter. ” 

__. :.. 
SiwereIy yours, 

Sarah E. Taylor 
Coleen E. Klasmeier 
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- Dsck~~-h,~r~~~(KFA-3?~) . ’ 
Food aad’Drug ~Ad@nistrz+~n 
Room 1061 ’ ; 
5630 Fi&ers Lane 
Rocmlle, h4D 20852 . . 

~dn$nktration (FDA) to an&d sectioa 133.3 of FDAr@&&ms to re?cog.ui~ f&ly that . . 

filtered milk is a form of milk encompassed by the terms “milk” and %onfat miIk” under the 

stan&ds of identity for cheesei and cheese products (21 C.F.%. Fart 133). This p&ti6n 
.” 

: I 
cordorms with the requ&em&s for citizen petitionsset for& in F@%~regul$+m+ &,ii C.?.!., 

. . ._ .1 _. ._. :,$,. ,2.: : 

y . 
.( 

.’ 
;‘F ,‘“‘.’ ..I:- ‘~ , ;_. : I 

5 10.3d. 
2. ,. 

Founded in.1927, NC1 is af%ltiated titi the Interna~onaf: Dairy Foods Assooiatipn 

‘and represents manufacturers, marketerg pro5esgm, and distribtitors of a wi& &r&&y of cheese 

and cheese pro&c%. Its 95 member companies market approq&teiy 89 p&cen! of the natural 

and processed cheese and cheese products sold in thh United States &d \;voufd be aEected by the 

amendments proposed in this petition. 

1256 H St., NW, Suite 906,. Washington, DC &XXX 202~7374332 FAX’2~&$+7&?~’ . 



million workers in ah 50 States, I%? organziation~applies legal, s~&i& &@;po~iticai.expertise 

_ product manufacturers at the state, fedq@, ‘+d internatio’&.l ~evois~on ie&lative at%@ regulatory . 
issues. The associatjon afso &ads effb& to hmease productivity, efficiency, and growth in the 

food, beverage, and consumer prodwts ‘indu&y. GMA co&~ &p.& jts members anumber of 
;- 

companies whose product lines in&de dairy products jvhich’&~&‘be~ &eet4 by t& .’ 
_’ 

amendments pxoposed in this petition. 

NFPA is the voice of ‘the $460 billion food prma9ng @dustry on scientific a& 

pi.rbhc policy issues involving food safety, nutrition, ,te&ni~al, and ~~~gu&mry matters and 

consumer &fairs. NPPA’s threesoiehtifie centers, its scientists and profess&al staff rep&sent 
*.- 

food industry interests od government and regujatory affairs and provide reaearcb, teefuricai , > 5’ . 
servi&s, education, comrnuni~ationss, +n$ et&& m~~gementsugport forth~‘A.sso~@t$$s ;.,s.. .,. ..’ .nY.<Yr,.r *-, . . . . #. . ..i i. 
ana international members: ‘who prod&e prowsed and pa&aged foods, &inks, and juices, 

. ( I : , ., ‘_ ,’ 
in&ding a variety of dairy productS: NEPA represents r&e fhan4Q cc@qanies whase p;dduct . 

:: 

petition. 

Over the past 20 years, cheese manuG~turers have wideIy adaptid thle.tie of miik 

filtration technology and the resulting filtered milk prod&s in tie ma&&ture of cheese under 

the alternate make procedures’ provisions in PDA’s standards of identity for cheese. Milk 
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FDA regulations to recogn& &xplicitly t&t f&e&d milk is’ &&&pa&~ with.i,ti the &&mtic& ‘. . _ 

of “milk” and “nonfat milk,” as used in Paz+ t 33 of FDA regulation, ‘a@ ma+ be used in 

standardized cheese prod&s $ce dtherfo~~ of mi$k encom&ssd within the “mill@ and 

“nonfat milk” definitions, to t&e extent permitted under applicable v&i& chaes,o standards. 
* 

These amendments are consis@gt with. thi vv&&tab~&d’ and &des)rea& tie of ‘ ,’ .’ 
milk filtration as part of the altemati make p~&&rres for marmfact&&ig &mdar&&d hheos&, , ..- 1’ . 
and would explicitly recognize t&t f%eredm?C: &oducts are i&e~ha.r@&~ vGitb6titi foe ” 

under the traditional make procedures spe&%d in these standsrds. The amendm&nts also would 

facilitate administration of the cheese manufacturing plant jnspection reqtiremems associated 

v&Ii the USDA cheese grading aervic&. 



c. s+&+ment of&*mdi , : ,.. I . >.’ , I. 

1. Introduction I 

FDA’s standards of identity for most cheese a%d cbeese,produ&s contain 

“alternate make procedure” provisions wbicb expressly permit GheeSenRkem to~uti either the 

traditional cheese w$acturing process de.%ribed in,the standard or a~ a&em&e procedw &at 
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I 

yietds a finished cheese with thes~e,:~~~~~.and.jlemi~~ pr&eri&xz. The s&dards in Part I , ,, : ’ ., ..‘..: :. ., _. .I _I.‘.‘_ . ,_’ 
13 3 that inchtde alternate m$ce &xedure provisions are fisted in Attachment B. The alternate 

make procedure provisioti historica&y have enabled oheesema+rs to embtia?advaucos in 

procedure provisions have helped h&t len &id expensive mgxila&y $ro’eeedkxg~ to berid . . 

the standards of identity for cheese to, @-over-only those changes in cheese marmfaaturing 
i 

procedures that produce a mat&i+ change in the finished produet. The alternate make procedke ., . _’ ” ., 
provisions have helped maim& the estahhshed high q&i@ of ~~~~~ cheese while 

fostering the adoption of new te&noBogies, inciudii milk fikation. The extensive use of 

fihration technologies under; the a&mate m&e procedure prov$ions h&~ prodiqed Si&ific&tt 
. 

benefits by improving product consistency a$rd mar&a&g eEciency, and expanding qilk 

sourcing options enabiing cheesemakers to respond more effectively to re$m~ diSruptions in. 
* 

the fluid milk supply, such a$ those~c%msed’by adverse weather conditions. I 
AItbogqgh the :pet$iom%s be&e that the aiternate make groceduire provisions of ‘_ 

FI%‘s che&e standards provide an’ &xiple figal btiiis for the4otitinued use of filtered &ilk in the _. . . . : , . . _’ .-. ., ., -,,.I , . 
manufacture’of stazlardiz@cheese, We seek the prdposed amendments io the .detitions s&%itin’ . ._. I 
of Part 133 -to recognize explicitly that fihered milk and filter& akim milk produced using 

mechanical filtration are encompassed by-the terms “r&k” and “nor$a~ m.i&“ in’section 133.3. 

We believe that these amen~menta~are needed for two reasqns. First. by expli&y recognizing 

filtered milk products as “m$k” and “nonfat milk” fdr purposes of cheese mantiaeturing, the 

proposed amendments would allow cheese manufacturers to expa&heuse of fihration 
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technologies and the resulting f&re$ r&k in cheese +nan@&urin$. me use &f fi]&d*&k 
. . . . 

would be permitted in standardized cheeses Which are governed by sCm,d&.oflidentity&ty that, for 

historic+l reasons, do not.include alternate make procedure provisions, to the extent feasible 

under the traditicjnal m&9 p&+edures sp&ified in the eti& stam?&&, II& G&Ad allow ... 

@eater be of f&&d milk to help manage s&soy3 imbalances in niilk &$& qd deeand for 
I . ~ 

cheese, including for smaller, cheese man@du.rers, whi&do not dwa$ ,have direct or 

consistent access to milk filtration f&GE&s: This ‘YouId expand the range of cheese ,’ .: ., I ,> 

manufacturers able to achieve the prdductioa eff&iencies offered by 
. 

,and the 

resulting cost ,savings that ultin&ely could be passed-on to c&s~ms. 

Second, the proposed &er~&ents would assist thqUSI3~ C&ice c$Dairy~ 

Programs in administering p&t ins$ection requirements associated with & vohmtary cheese 

grading service by speeifyinp, that f&red &ilk products are encompassed with&z tfie tieanings of 

“milk” and “nonfat milk” as $sed in Part 133 and may be used in the rri&m%&ure& standardized 
* 

cheese. The proposed amendme&+ dso, woiJd help &DA inspe~tqs d&&g@& fi&-md milk 
9. 

products used as ingredients in standardi~ cheeses from other.tijk i&at& (&,& as ~~e&c+,lly i 
delved caseinates) that are produced through other septiation @xx&se& which never f;ave%een 

. . * 
encompassed by the alt&zitT, make pzoeedure provisions’ for +&ar~.&ee~. _ 

2. The Use of Filltered Milk in Cheese &lanufac$uriu~ 

Mechanical filtration has been used exten$& to pro~+~skim, reduced fat, and 

whole milk in cheese mamf+uring in the United States for, the ,jx& 20 j&ars. We estimate that 

filtration techniques have been used to man@Mure ‘hillions of pounds of cheese in the United 

States alone since this process was introduced. The history of use of milk filtration by ‘European 
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cheesemakers is &en longer, $&&$s i%bby 0.s. r ix&&&ers by sit &.&A ten years. For - ..“. ). ,,.,‘, I. . ‘, 
many years, the Meznational Dairy Fed&&on @ IIF) has promoted milk f&&ion. as a baSiC; 

filtrstion @hniques’used by! the fckd iriduky. In ‘fihration; a press&&d fluidstrearn’i~ pa&&l 
I .I 

over a semipeimeable ~m~rntirahe x&ich,separates the liquid &o &vo k@uent‘streams, The .- . 
. . . . . 

I , 
“petiate” is the water phase stream that has passed through &ie, mkmbti, ‘ivh& the ,I.. .” . . . “. . 
%te~t&~ ii @ I; solids. @ ream that bss not p$ssed through the membr@e. $j& Attachment C, ‘. : 

*,’ 
The size of the pores in the kembi;ane and the nkiber of membrzw& @x6’ f&id is passed over 

dete’rmine the concentr&.ion’(e.g., 2x to 6x) ef the retentate and the proportion of the Water phase 

thit has been remuved as permeate. The membrane pore sizes vary ~~~..~~~~ tid .20 

microns. This confines the, eomp&.ion of the permeate to the ,water phase constitueti& of fluid 
4 

m&--the same constituents that otherwise would be removed as whey in the traditional 
.,: _ rr. -. . “. .I 

cheesemaking process. 
* In traditio& cheesemaking, w&er, lactose, protein, and @h~x.x&re&s) are , . .’ I.,. : : .: _.1. 

removed from cheese cur4 in t.&, form of v&y through a draining @&xd~ %@oti  as’ whey ” (’ ’ .; ., _ ,’ 3 ;.:, , .* ._ ‘, .: : ._ .:. . 
syneiesii, S~eresis occukat seve@ steps in the cheese’~~a~~~;~o~~~;‘r~~.~~~ .I 

.; 
significant rednctiori in th&e constituents @  &&pared to fluid &ilk. Simi&l~, in mechankk 

filtration, raw or pasteurized milk is separated into permeate, which consistk oWater and .water 

soluble constituerits including lactose, non-protein nitrogen, whey proten&, and ash; and 
. . 

retentate, v&h contains butterfat aad casein in addition to the remaining water phase 1 
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cox@tituents. The retentate is used instead of or in cornbinati~n with a nor&$ dry millc, or < 

cre& to m.&e cheese. See @&men~ D. 
. 

Because mechanical, filtmticm removes only ‘those constituents that are removed 

xiutritionally to a cheese ma& $sa,tradi6onal procedures, thep$ no ne# 9 add back any . 

con&&e& lost to the pe%eate in the filtr,ation process. A &he& ~~~~0~‘~~ the 
‘. 

moisture. and solids requirements ofthe,ap@icabie FDA stidardk amaily eqtiivaIent when 

made directly from fiItereh @k in simple combiiation with other da& izxgredients that are’ 

already specifically permit@ under the, sW&ard,, Thelong history and widespread use of 

filtration technology and the resulting filtered milk under the a&ernate;nake procedure 

provisions have clearly established the eqtivsilende of &uidardiz~ dheese’tide from filtered .<, , 
milk and cheese made from other forms of r&k My expliciily authorized under section 8 Y 
133.3.’ &Attachment F and pages 14-17, &I.&. ‘I 

. * The; abilie of c@esemakers essentially tti &move wa@ phase dan&uenti f&i . . 
fluid &UC by means of inec&nicai filtrati+ offers several @tlr@ ad~&tag&s,~, Cheeser&++ . . :i ‘ .,. 
‘are able to work with a sin&r vohune.and.more ‘conce&r&d fomi df$lirllr v@$ f&i&&s 

standardizatioti of formulatjoa andproduction, promoting mqre consi@&t quaI@ and yields. 

Since mechanic& filtr&ion :is more ef%c%ive than whey synemsis at Waining nutritionally 

valuable milk proteins, cheese yields may be greater in batthees &$i f&red milk. This 



. :  . I  

fo r  filte r e d  m ilk h a v e  e n a b l e d  ch~~se r j xake rs  to  s@ rce m i&  f+ m  .X E @ V  d & & & t reg ions ,  e n & & g  

‘th e m  to  m e e t m ilk d e m a n d s  fa r  c & e &  m & a c ? m i n g  n io re  ~ ~ ~ t ive l~ , ,p~c~~ly  w h e n  th e r e  .’ : 

a re  t i rupt ions in  reg iona l  flu i d  m i fksuppi ies  f rom se r ious  d r o u g h t o r  a t& r a & & s e  condi t ions ,  
. .I ‘,.. . . . 

a s  o c $ & d  d & g  1 9 9 9 . E & a & r ~ ~ ~ ~  r n a m & c tu r & $ ,~ ~ ~ ~  ~ ~ ~ ~ ~ ~ ~ ~ ~ te ly  a & & & d  i5; , . . . a ... :. _  _ . (, . .i,_  . i G  .’ ~  ,.. ‘.” , :‘ is: . . i . . ‘.-‘:v:c,r v + m  ,a ,;; 2  ?  / s  

, . , 

m ilk fjlte & g  o p e r a tio n s ; l ike c e n tra l iz ing c h e e s e  agi t ig  a n d  & r e d d i 6 g  o p e r @ .io n s , ‘& 3 0 & x , 
” .‘.. -_. 

m a n u f& tu r e r S  to  rea l i ze  p rocess ing  e f% c ienc ies  th r o u g h  l o w &  h a u l & g ?  cz&itat l  e q ti ipm e n t, a n d  
‘. 

ta b o r  costs. 
‘_  . . :. i. 

T h e s e  e ffi& x + c i ~ s  c rea te  c & t. say ings  th a t c & x  ‘& i m a te ly  b e  p a & x l  o n  to  c o n s u m e r s . 
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regardless of whether SUG~ ~$~rpGessing ace@% in the same plant as other cheesemaking 
* 

procehuies or in a ce&ral%&d.filtr&ion f&$ity. .‘. #L . . . . 
FDA has a&$wdged that the use of mec~q&&iy @E+d ‘Wk to mau&tur~ 

(. : 
Cfieddar cheese iy covered’by the alternate make$rocedure proirisiqn ofthe Che$dar cheese 

. . 
&u&rd, including when.f~tration OGCW’ in a;sepolr;zi@ cer$-&ize~ ia@&. Iixa fetter to a third _ 

.a .  .  .  .  ,_ 

_. * :  , :  . ,  -_ ,.‘. ‘, .  :  .  .  -. 

“Ched&r c&zse is &ne of the ~sta#@iz&d &xx+ for v&ic& 
‘alternate nqlce procedures’ ligve been provid&i . . . . ‘EJnde$ 
alternate m&e procedures, Cheddar cheese may be preppled by 
any procedure whi& prodqes a ftishe4i +eese hav”mgthe same 
physical and chemical properties as the c&ese preparid by the 
traditional cheesennakitig prrbcess . . , . [qt is our ~de~s~~mg 
that the Cheddar cheese produced Tom the retentate t&at results 
when.&dlk is subj&ted to pro&sing in au &.r&~tration system is 
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1 

of Ch2ddarchew.e .,... .I’ ^’ 

_. . 

solely’in-house by other compa&s ti a step in th~manufactuie~pf v&ous ch,&se~” the @le af 
(; .,. _ 

ret&$e by One tiuf&cQuxx to another ffc use in the .qanufactute &cheese “eorxfoti with fhe *, 

&qti&ments of thealternate make p&%x&e.” ,, _. . .‘-, . ; I _,.. I .’ ,LI _ ,‘I ,..-,.’ :,“K .‘_ ‘-, . ;. ,. ,- - 
me ra@m$q sthted’in tJne,F?A l+r\is c&s@te~t,with the ind&&‘s 

, 
longstanding position id wppo#s the use of me&&al filt$ion ‘in the &ticture of .all 

!- 
standar&ed cheeses produced using an a&-t& make procedure. To am?nd section 133.3 of 

the FDA cheese standards as thg petitioners propose would effectively codify &is policy and 

&tend it to those i;heeses &a$ for h&tori@ reasons, are subject to st&dards .&at lack alternate .I . 
I. 

make procedtie p&&ions: Formay recognizing that f%red miur: ~~~~‘q~~~ a~ *mi&” 
.., . . ,,i- 

and “non&t milk” fdr cheqemaking. ako .is consistent with the ~ol~~y..~d~~~ng thy &artier . _. 
ar&n*ents to sectio? 133.3 .which ret &at ‘?piik%nd “nonf+t miW.enc~~p&s firms 

.3 -_ : .: 
of milk ihat fupction.as .$&.matives W,.fhM .ti&. &,&&9 ‘~~~ 

- ._ 
_’ -’ ’ ” :-. .” 

These amendments to sec$ion lj3:3 .au&o&ed. @3 uqz .$a&&ate. fcpps~ sf ,&u;C _’ 

as substitutes for fluid milk in eheesemak$xg be&ause’thes& forms ‘of milk may & used in phxc$ 

of fluid milk to prodtie a @dshed cheese is equivalent phys~~y and chemically to the 

traditional cheese made using fItid milk. The proposai tipeci&xlly recog&~d the Gonsistency 
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preamble to the 1978~projos& amendments states: _. , 
.I 

‘. 

The Cemmis~oner believes. ,tb& technologi~aliy, alt&nattefoti 
of milk, nonfatmiik, and cream, i.e., concentrated,’ d&& and 
rec~~t~d’f&ti~ fan be u&d to prOdtiee’&.e 5&e &ee& as 
produced frc$j &$d cow’s,rpi&. ,,E$rther, he is of the opinion t&t - 
provision fir a&nate farms of thes& miik @ducts v&$d be I 
consistent withthe pmvision?n the existingslariclards for &er~~te 
rnan@Gwg p=Cmdures thatdo not adversity af&ct.&s physitial 
and &emieal proper&s of the cheese. . . . W le~&&& must 
contai;.forqs of ?Iliut, nonfat milk or creaq the ma.n&iGturer has 
the optiun of choosing, tithhr specific ~kissh ofiriilk pro&&, 
those forms he prefers to qse.” 

43 Fed. Reg. 42127,42128J197&); see also 21 C,F;R. 8 133.3(a). The amendments the 

petitioners propose to section 133.3 with respect to f&red milk are fuliy consistent with the 

basis .aad rationale for these earlier amendment++ expanding the scope of forms of milk t - I . . ’ ,. 
recognized as “milk”’ for cheesemakiug. 

-. * 
” ‘._ w., - ._ ,,. The fiexibli approach EDA hti taken to a&& a&&ate foeof &lkto,,,$ ’ I, .,.. . _... . . I -. . (.(.. -. _ ‘__ -__.._ : 

treated interchangeably under section 133.3 where ‘they & be used i~*accordance ‘&&the. . - ., ;:... ,. 
_._ : ., : .: _..,. ._” ,.,‘,.’ ;:. 

applicable standard to yield an equivalent. fir&shed cheese is eons&i& witi the:&oad$$ohGy to 
‘, 

. . : ; . 
recognize the. comparable functionality of dairy ingredients, ‘&ol&in$~ those made ‘69 r&&&&l?- . 

liltration, +I dairy foods.’ FDA’S standardsof identity for d&y products permit manufacturers to . . 

use modified whey products, inohnjiig meebanieahy-fd whey in the form of whey protein 

concentrate, instead of mihq 50 iong as such use does not materially affect the total nonfat milk 
-. --____--____ - ---_-.- ____-- -_._- -_...- .-...-.___.l ____ ____” 

d/’ 

’ . 
:_( ,_ (I.,. _’ ) ‘_.. ., 
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ingre$ents. ,FDA’s general food labeiing regula~ons specify % the.generic term “milk” may be _. -.I_., . . . . . .._I. I ‘. _ 
used in ing&dient,~abeling~&her thanthe more specific~terms, %oneentrated ma,” 

%CUII&U~~ milk> and “~Uvhola; milk,” & 21 C!.F..R. $ ldl/@~)(43.~ I&~ver, h . 
amend&g l$e cheese standards to permit aiternate milk ingredients, FDA.&,&& by its generic: _: ..:‘I ,:. ,. . . ,. ,I__ 1. ,(. .. I ; “., I ,^” > , ). 
label&g policy, rejecting c&rnents suggesting that the alternate bilk f0rm.s. be &$&by specific 

name. FDA justified its .approach cmphasi@rg that “differences in the form of the dairy 

ingredients used . . . have no perceptible effect on the finaKfcheese~ product,‘: & 48 Fed. Reg. 

2736,2738 (1983). 

4. Cheese Made With Rihered &ii& 1s 
Nutritionallv E&&y&em To Traditional Cheese c 

Cheese in* using 5ltered rn@ is nutritiotia~ljl equiv&ent to oheese made t@ng 

other forms.of ;milkS’ ok “nonfat r$lk“ already recognized .in section. 133.3. FDA reg&tions _’ , .I _. _. . . 

specify that! a food is “nutritiunal~y inferior’! to the referen& food when t&r&-is “arty reduct&h in. I : _i 
the cofitent of @.essemi@~nut&&,that $3 present in a measurab& ~~~‘I eomptied v&h the 

reference food. & ii C.F.R. $1013(e)(4)(i). A “measw&e” reductian isdefmed &two 

percent or more of the Daily Value-of the essential nut.&@ for the fihed product. 9 21 

C.F.R. 8 101.3(e)(4}(ii). See also 61 Fed. Reg. 58991,58997 (1996) (“foods having significantly 

less essential nutrients” are n&itionaUy rior). Mechani;cat filtration of milk using 

membranes .with pore sizes between .OOO 1 and .20 microns. removes the water phase wnstituerrts, 

_ ._.A 
1 



lactose, minerals, and som& water soluble vitamins). &, traditimxal chees ng, the fat and &e I . 1 \_ ~. :’ 
ColloidzIi ptitein coagulate, re@ting in almM‘J0d p&cent ret&&n of these components in&e ; ,’ IS . . .,. ‘. . . 
cheese and sQnificant loss ,of the F phase -c&stituents in ‘the fo& of whey, By filtering,‘r@$ 

with membrane& cheese mzm&acbirers can &move the c&t%t&nts of the *a&x phasti in t&z 

same proportion as these constituents wou)ld othenxrise be “maved inwhey. As a result, the 

cheese produced using filtered m&is ntitionally eqtiv&e& tat cheq& made;, using ot&r fo&ns .,. ,.’ , __ 

qfmilk. . 

Notably, under FDA tiq.&tiorrs, nutritional ytiaeons t&d, +nblve an incrye,% . . . . . . ._ . 
essential nutrients reiative to the reference ‘fbod do sot render t&e mo+fied food rmtriti~m$fy 

inferior. Such increases are 8cceptable prcGd& they are disclosed in nutrition Mx2in.g. & 21 

C.FX. $ 101.9(c), (g). With respect to f3teqd mil& in qheeq :&e ret&ate may actually contain 
c 

slightly greater concentratisms of valuakle eo&titients (eig., whqy pioteins) th&x the cheese curd 
. ,. . 

that remains after syneresis in traditionai &eesemaking. Under exi&ng ,@A policy, +ee& 

Indeed,’ cheeses &de using even Matively l&e qua&ties &filtered milk exhibit 

the same naturai variatio& in moisture, pr@ein, fat, an&ashcontent as cheeses made using 

traditional procedures. Two large cheese man&x%rer~ have mxiert&& ext;ensive research 

comparing the concentrations of protein, toti fat, and key vitamins qnd minerals in Cheddar 
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fat, and key vitamins and Fr& in conce@r&itipn that lin squafely *thin the range exhibitid . ,:.- _’ ._. 

enough to display nutritional infericirity, if&at would result from tie use r>f 5Bered.m.i&,. , _, ,, 
1; 

Seam<, the Cheddar cheesg &xx&d &&es that t+ fin@h$ eheesT:y& have a m$$%.r~ . . . - ./ , . . , : ,/ 
contegt that is re@iy+y lo? comparedto &h&r vari&ies. & 21 C;FXGij 133-I 13(&!). Ghis 

I* : ,.. -‘ * .( 
mt&ns that Ched+r cheese can readily. be made with.signifiea@ BmQunts:&f fi6 more ,, _ ‘. . _ 1.. 5 .:’ _.... .: .>;. .. . . . l.i . c ‘. * . . /, _. a . . 

of cheeses made f&n filte~%d,.rpilk ,gen&aJly. 

. ._.._- 



,q. . :.‘;‘ .I.. 1”?.. ,. .I”& ., . .j. I.__ .‘, ,,-:. :., 
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make procedures and ingredients already sprpcified in the cheese s@+rds. ti for cheews :for I ..’ _,.. 



. 
. 

f-y) ‘... .I , ’ : - .~, ., ,, 

’ 
._. : ‘. 
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processing of milk. . .” (e@ph&is add&)., The Codex stau%d encoq~passes ~mecI&ick 
1 

filtration technology, prov$ied %  Finished ~cheese meets appii&e rt~&rem~nts for physikl 

and chemical properties, which would include nutritional and organoleptic properties. The ’ 
’ 

petitioners’ proposal thus is consistent with EDA efforts aimed at international ~rmon$zation ,of 

cheese standards. 

-- 



On March 4,199s; & part of the Adminlstmtion*;s “Q&~ve&ng Eovernmentl’ . 

See 60 Fed. Reg. 67492,67499 (1995). . 

In recent ~9% FDA,has made a manber ~famendm~ts tQ food sta~da@s,Q give 

mamifacturers greater flkxibility ti. take advantage of new iechnologies +nd expand ingredient 

options.. See. s., 21 CFX. 0 130.10 (establishing a “&eneric” standard of identity for 



. ,*...., * . . ._.,, .c‘,,._. ,_, ., ... : - ‘: :.- t .:::‘.:.-.“.‘ 
_. ;?,* ; &.:yx‘:. ‘4 : “. ‘I 
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REMARKS- 
PLEASE PUT Tl+ ENCLCBED DOCUMENT INTO DOCKET HXlP-a586. _. 

DO NOT use this form as a R~@XH?D of approval% concwrences, dbposals, 
clearances, and similar actians 

FROM: (Name, org. symbol, Agency/Post) Roam Na.*EMg. 

R FOR REGULATORY AFFAIRS HFS-1 



Dear Mr. Bass, 

We are adding the letter to the docket, as a comment on the citizen petitions. 

Michael M. Landa August 242005 .. _ ‘). * _*- _,. ‘.. *.,’ 
Michael M. Landa 
Deputy Director, Regulatory Affairs ‘_ 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
Voice: 301.436.1600 
Fax: 301.436.2668 

-----Original Message----- 
From: %ss, I. Scott [mailto:sbass@Sidley.co,m] 
Sent: Friday, August 19,~21)05 l&S9 AM .,, ” i ..sl:- 
To: ‘mlanda@cfsan.fda.gov’ 

: 

Subject: 

Dear Mr. Landa, 

Confirming your voicemail message, we are requesting on behalf of Daisy Brand that you 
treat the letter to Dr. Brackett as anaddition to the pend&g @iten petitions. Kindly 
confirm that this is acceptable to FDA. Thank_youlfor’~~~~~~epo~se. 

slg -7 ._ S’.. i_ pa, , .‘ ,‘*‘“” ,> .,,” 

Scott Bass 


